
Your doctor will tell you how long your treatment with RUPANASE JUNIOR 
will last.
If you have the impression that the effect of RUPANASE JUNIOR is too strong 
or too weak, tell your doctor or pharmacist.
Instructions for use: 

          •  To open the bottle, press the cap and turn it anticlockwise.

          •  Take the syringe and put it in the perforated stopper and  	
      turn the bottle upside down. 

          •  Fill the syringe with the prescribed dose.

          •  Administer directly from the dosing syringe.

          •  Wash the syringe after use.

If you take more RUPANASE JUNIOR than you should
In the event of overdosage, consult your doctor or pharmacist. If neither is 
available, contact the nearest hospital or poison control centre.
If you forget to take RUPANASE JUNIOR
Do not take a double dose to make up for forgotten individual doses.
Effects when treatment with RUPANASE JUNIOR is stopped
Your symptoms of your allergy may become worse or return if you stop your 
treatment.
4.      Possible side effects
RUPANASE JUNIOR can have side effects.
Not all side effects reported for RUPANASE JUNIOR are included in this leaflet. 
Should your general health worsen or if you experience any untoward effects 
while taking RUPANASE JUNIOR, please consult your doctor, pharmacist or 
other healthcare professional for advice.
Frequent side effects:
•	 headache, 
•	 somnolence (sleepiness).
Less frequent side effects:
•	 influenza (flu), 
•	 nasopharyngitis (common cold), 
•	 upper respiratory tract infection (infection of the upper airways),
•	 eosinophilia or neutropenia (abnormal counts of white blood cells in the 

blood),
•	 dizziness,
•	 nausea,
•	 eczema (red, itchy skin condition),
•	 night sweats
•	 fatigue (feeling tired).
If any of the side effects gets serious, or if you notice any side effects not 
mentioned in this leaflet, please inform your doctor or pharmacist.
Reporting of side effects
If you get side effects, talk to your doctor or pharmacist.  You can also report 
side effects to SAHPRA via the “6.04 Adverse Drug Reaction Reporting Form” 
found online under SAHPRA’s publications:  https://www.sahpra.org.za/
Publications/Index/8 .  By reporting side effects, you can help provide more 
information about the safety of RUPANASE JUNIOR.
Alternately you can contact iNova Pharmaceuticals (Pty) Ltd at 
+27 11 087 0000. Website:  www.inovapharma.co.za .
5.      How to store RUPANASE JUNIOR
Keep all medicines out of the reach and sight of children.
Store at or below 30 °C.
Keep the bottle in the carton until required for use.
Keep the bottle tightly closed. 
Do not refrigerate.
Shake the bottle before use.
Do not store in a bathroom.
Do not use RUPANASE JUNIOR after the expiry date stated on the bottle and 
carton. The expiry date refers to the last day of that month. The shelf life after 
first opening is the same as the expiry date stated on the bottle and carton.
Return all unused medicine to your pharmacist.
Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets).
6.  Contents of the pack and other information
What RUPANASE JUNIOR contains
•	 The active substance is rupatadine in a concentrate of 1 mg rupatadine 

base per 1 mℓ solution.
•	 The other ingredients are methyl parahydroxybenzoate 0,1 % w/v, 

banana flavour (a blend of natural identical flavouring substances, 
flavouring preparations and propylene glycol), citric acid anhydrous, 
disodium phosphate anhydrous, propylene glycol, purified water, sucrose, 
saccharin sodium, Quinoline Yellow E104 (pure dye, monosulfonated 
colour, disulfonated colour, trisulfonated colour).

What RUPANASE JUNIOR looks like and contents of the pack
Clear yellow oral solution with the smell and flavour of bananas.
RUPANASE JUNIOR is packaged in an amber plastic (PET) bottle with a 
perforated (LDPE) stopper and a yellow (HDPE) child-resistant cap. The bottle, 
containing 120 mℓ solution, is packed in an outer carton also containing a 
5 mℓ two-piece oral syringe, consisting of a transparent polypropylene barrel 
and a transparent HDPE plunger, graduated at 0,25 mℓ.
Holder of the Certificate of Registration
iNova Pharmaceuticals (Pty) Ltd, 15E Riley Road, Bedfordview, 2007
Telephone number:  +27 11 087 0000
Website:  www.inovapharma.co.za.
This leaflet was last revised in: 19 June 2020.
Registration number: 50/5.7.1/0569 
Access to the corresponding Professional Information for healthcare 
professionals
Full professional information can be found at www.inovapharma.co.za or can 
be obtained upon request from iNova Pharmaceuticals

SCHEDULING STATUS 
S2
RUPANASE JUNIOR contains Rupatadine 1mg/mℓ oral solution
CONTAINS SUGAR: Sucrose 300 mg/mℓ
CONTAINS SWEETENER: Saccharin sodium 0,5 mg/mℓ
Read all of this leaflet carefully because it contains important 
information for you
RUPANASE JUNIOR is available without a doctor’s prescription, for you to treat 
a mild illness. Nevertheless, you still need to use RUPANASE JUNIOR carefully 
to get the best results from it.
•	 Keep this leaflet. You may need to read it again.
•	 Do not share RUPANASE JUNIOR with any other person.
•	 Ask your health care provider or pharmacist if you need more information 

or advice.
•	 You must see a doctor if your symptoms worsen or do not improve after 

28 days.
What is in this leaflet
1.	 What RUPANASE JUNIOR is and what it is used for
2.	 What you need to know before you use RUPANASE JUNIOR 
3.	 How to use RUPANASE JUNIOR 
4.	 Possible side effects
5.	 How to store RUPANASE JUNIOR 
6.	 Contents of the pack and other information
1.      What RUPANASE JUNIOR is and what it is used for
RUPANASE JUNIOR contains the active ingredient rupatadine which is an 
antihistamine. RUPANASE JUNIOR is used to relieve symptoms of allergic 
rhinitis (including persistent allergic rhinitis), urticaria and itching in the eyes 
and nose in children aged 2 to 11 years and weighing 10 kg or more.
2.      What you need to know before you use RUPANASE JUNIOR
Do not use RUPANASE JUNIOR:
•	 If you are hypersensitive (allergic) to rupatadine or any of the other 

ingredients of RUPANASE JUNIOR (listed in section 6).
•	 For children below 2 years of age, or weighing less than 10 kg.
•	 If you are pregnant or breastfeeding.
Warnings and precautions
Take special care with RUPANASE JUNIOR:
•	 If you have kidney or liver insufficiency, ask your doctor for advice. The 

use of RUPANASE JUNIOR is not recommended in patients with impaired 
kidney or liver functions.

•	 If you have low blood levels of potassium and/or if you have a certain 
abnormal pattern to your heartbeat (known prolongation of the QTc 
interval on the ECG) which can occur in some forms of heart disease, ask 
your doctor for advice.

•	 If you are older than 65 years, ask your doctor or pharmacist for advice.
Other medicines and RUPANASE JUNIOR 
Always tell your healthcare professional if you are taking any other medicine. 
(This includes complementary or traditional medicines).
If you are taking RUPANASE JUNIOR do not take medicines containing 
ketoconazole (antifungal) or erythromycin (antibiotic).
RUPANASE JUNIOR should be used with caution when you are on statin 
containing medicine for high cholesterol, or any central nervous system 
depressant medicine.
RUPANASE JUNIOR with food and drink 
Can be taken with or without food and drink.
Avoid the intake of grapefruit juice along with RUPANASE JUNIOR
It is not advisable to use alcohol concomitant with RUPANASE JUNIOR 
Pregnancy, breastfeeding and fertility
The use of RUPANASE JUNIOR is contraindicated during pregnancy.
As rupatadine is excreted in animal milk and due to the potential harmful 
effects in neonates, the use of RUPANASE JUNIOR should be avoided during 
breastfeeding.
If you are pregnant or breastfeeding, think you may be pregnant or are 
planning to have a baby, please consult your doctor or pharmacist for advice 
before taking this medicine.
Driving and using machines
At the recommended dosage, RUPANASE JUNIOR is not expected to influence 
your ability to drive or use machinery.
However, it is not always possible to predict to what extent RUPANASE 
JUNIOR may interfere with the daily activities of a patient.  Patients should 
ensure that they do not engage in the above activities until they are aware of 
the measure to which RUPANASE JUNIOR affects them.
RUPANASE JUNIOR contains sucrose and methyl parahydroxybenzoate
Sucrose, a sugar, may be harmful to the teeth. If you have rare hereditary 
problems of fructose intolerance, glucose/galactose malabsorption or sucrose-
isomaltase insufficiency, you should not take this medicine.
RUPANASE JUNIOR contains sucrose which may have an effect on the control 
of your blood sugar if you have diabetes mellitus.
This medicine also contains methyl parahydroxybenzoate which may cause 
allergic reactions (possibly delayed).
3.     How to take RUPANASE JUNIOR
Do not share medicines prescribed for you with any other person.
Always take RUPANASE JUNIOR exactly as described in this leaflet or as your 
doctor or pharmacist have told you. Check with your doctor or pharmacist if 
you are not sure. 
The usual dose is:
Children aged 2 to 11 years: 
•	 Children weighing equal to or more than 25 kg:
	 Give 5 mℓ once a day, with or without food.
•	 Children weighing equal to or more than 10 kg up to less than 25 kg:
	 Give 2,5 mℓ once a day, with or without food.
Not recommended for children under 2 years of age.
RUPANASE JUNIOR should be used with caution in elderly people.
In adults and adolescents (over 12 years of age), the administration of 
rupatadine 10 mg tablets is more appropriate.

PATIENT INFORMATION LEAFLET 

NAMIBIA: NS1 17/5.7.1/0042	      BOTSWANA: S3 BOT1703031	 ZIMBABWE: 2018/5/5767
		  PRESCRIPTION PREPARATION (P.P)



Gebruiksaanwysings: 

          •  Om die bottel oop te maak, druk die doppie in en draai 
	       dit antikloksgewys.

          •  Neem die spuit en plaas dit in die geperforeerde prop 
		    en draai die bottel onderstebo. 

          •  Vul die spuit met die voorgeskrewe dosis.

          •  Dien direk met die doseerspuit toe.

          •  Was die spuit na gebruik.

As u meer RUPANASE JUNIOR gedrink het as wat u moes
Raadpleeg u dokter of apteker in geval van oordosering. As nie een beskikbaar 
is nie, kontak die naaste hospitaal of vergiftigingsentrum.
As u vergeet om RUPANASE JUNIOR te drink
Moenie ’n dubbele dosis drink om vir vergete individuele dosisse op te maak 
nie.
Effekte wanneer behandeling met RUPANASE JUNIOR gestaak word
Die simptome van u allergie kan erger word of terugkeer as u u behandeling 
staak.
4. Moontlike newe-effekte
RUPANASE JUNIOR kan newe-effekte hê.
Nie al die newe-effekte wat vir RUPANASE JUNIOR aangemeld is, is in hierdie 
pamflet opgeneem nie. As jou algemene gesondheidstoestand vererger of as 
jy enige newe-effekte ervaar terwyl jy RUPANASE JUNIOR drink, moet jy jou 
dokter, apteker of ander gesondheidspraktisyn om advies raadpleeg.
Algemene newe-effekte:
•	 hoofpyn
•	 lomerigheid (slaperigheid)
Minder algemene newe-effekte:
•	 griep (influensa) 
•	 nasofaringitis (verkoue)
•	 boonstelugweginfeksie (infeksie van die boonste lugweë)
•	 eosinofilie of neutropenie (abnormale tellings van witbloedselle in die 

bloed)
•	 duiseligheid
•	 naarheid
•	 ekseem (rooi, jeukende veltoestand)
•	 nagsweet
•	 moegheid (voel moeg)
As enige van die newe-effekte ernstig raak of as u newe-effekte opmerk 
wat nie in hierdie pamflet genoem word nie, moet u asseblief vir u dokter of 
apteker daarvan sê.
Aanmeld van newe-effekte
Praat met u dokter of apteker as u newe-effekte ervaar. U kan newe-effekte 
ook by SAROGP (SAHPRA) aanmeld via die “6.04 Vorm vir die rapportering van 
nadelige geneesmiddelreaksies” wat aanlyn onder SAHPRA se publikasies 
gekry kan word: https://www.sahpra.org.za/Publications/Index/8. Deur 
newe-effekte aan te meld, kan u help om meer inligting oor die veiligheid van 
RUPANASE JUNIOR te gee.
Alternatiewelik kan u iNova Pharmaceuticals (Pty) Ltd by 011 087 0000 
kontak. Webwerf: www.inovapharma.co.za.
5. HOE om RUPANASE JUNIOR te bêre
Hou alle medikasie buite bereik en sig van kinders.
Bêre by of onder 30 °C.
Hou die bottel in die karton totdat dit benodig word.
Hou die veiligheidspak dig geslote. 
Moenie verkoel nie.
Skud die bottel voor gebruik.
Moenie in ’n badkamer bêre nie.
Moenie RUPANASE JUNIOR na die vervaldatum op die bottel en karton 
drink nie. Die vervaldatum verwys na die laaste dag van daardie maand. 
Die rakleeftyd nadat dit die eerste keer oopgemaak is, is dieselfde as die 
vervaldatum op die bottel en die karton.
Gee alle ongebruikte medisyne terug aan u apteker.
Ongebruikte medisyne moet nie in dreinering- of rioolstelsels (bv. toilette) 
gegooi word nie.
6. Inhoud van die pak en ander inligting
WAT RUPANASE JUNIOR BEVAT
•	 Die aktiewe bestanddeel is rupatadienfumaraat teen ’n konsentrasie van 

1 mg rupatadienbasis per 1 mℓ oplossing.
•	 Die ander bestanddele is 0,1% m/v metielparahidroksibensoaat, 

piesanggeursel (’n mengsel van natuurlike identiese geurmiddels, 
geurpreparate en propileenglikol), watervrye sitroensuur, 
watervrye dinatriumfosfaat, propileenglikol, gesuiwerde water, 
sukrose, natriumsakkaraat, Quinoline Yellow E104 (suiwer 
kleurstof, monogesulfoneerde kleurstof, digesulfoneerde kleurstof, 
trigesulfoniseerde kleurstof).

Hoe RUPANASE JUNIOR lyk en die inhoud van die pakkie
Helder geel oplossing met die reuk en geur van piesangs.
RUPANASE JUNIOR is verpak in ’n amber plastiekbottel (PET) met ’n 
geperforeerde (LDPE) prop en ’n geel (HDPE) kinderbestande prop. Die 
bottel, wat 120 ml oplossing bevat, is verpak in ’n buitenste karton wat 
ook ’n tweestuk mondspuit van 5 mℓ bevat, bestaande uit ’n deursigtige 
polipropileenbuis en ’n deursigtige HDPE-suier, gegradeer op 0,25 mℓ.
Houer van die registrasiesertifikaat
iNova Pharmaceuticals (Pty) Ltd
Rileyweg 15E, Bedfordview, 2007.
Telefoonnommer: +27 11 087 0000
Webwerf: www.inovapharma.co.za
Hierdie pamflet is laas goedgekeur in 
19 Junie 2020.
Registrasienommer
50/5.7.1/0569 

SKEDULERINGSTATUS 
S2
RUPANASE JUNIOR bevat Rupatadien 1mg/mℓ orale oplossing
BEVAT SUIKER: 300 mg/mℓ sukrose 
BEVAT VERSOETER: 0,5 mg/mℓ natriumsakkaraat 
Lees hierdie hele pamflet noukeurig deur omdat dit belangrike inligting 
vir u bevat.
RUPANASE JUNIOR is sonder ’n dokter se voorskrif vir u beskikbaar om ’n 
matige siekte te behandel. U moet RUPANASE JUNIOR nogtans versigtig 
gebruik om die beste resultate daaruit te verkry.
•	 Hou hierdie pamflet. Dit mag nodig wees dat u dit weer moet lees.
•	 U moet nie RUPANASE JUNIOR aan enige iemand anders gee nie.
•	 Vra vir u gesondheidsorgverskaffer of apteker as u nog inligting of raad 

nodig het.
•	 U moet ’n dokter raadpleeg as u simptome vererger of nie binne 28 dae 

verbeter nie.
Wat in hierdie pamflet is
1.	 Wat RUPANASE JUNIOR is en waarvoor dit gebruik word
2.	 Wat u moet weet voordat u RUPANASE JUNIOR drink
3.	 HOE om RUPANASE JUNIOR te drink
4.	 Moontlike newe-effekte
5.	 HOE om RUPANASE JUNIOR te bewaar
6.	 Inhoud van die pak en ander inligting
1. Wat RUPANASE JUNIOR is en waarvoor dit gebruik word
RUPANASE JUNIOR bevat die aktiewe bestanddeel rupatadien, wat ’n 
antihistamien is. RUPANASE JUNIOR word gebruik om simptome van allergiese 
rinitis (waaronder aanhoudende allergiese rinitis), urtikarie en jeuk van die oë 
en neus te verlig in kinders van 2 tot 11 jaar wat 10 kg of meer weeg.
2. Wat u moet weet voordat u RUPANASE JUNIOR drink
Moenie RUPANASE JUNIOR gebruik nie:
•	 as u allergies (hipersensitief) vir rupatadien of vir enige van die ander 

bestanddele (gelys in afdeling 6) van RUPANASE JUNIOR is.
•	 vir kinders jonger as 2 jaar of wat minder as 10 kg weeg.
•	 as u swanger is of borsvoed.
Waarskuwings en voorsorgmaatreëls
Wees besonder versigtig met RUPANASE JUNIOR:
•	 As u swak nier- of lewerfunksie het, moet u u dokter om raad vra. Die 

gebruik van RUPANASE JUNIOR word nie vir pasiënte met swak nier- of 
lewerfunksie aanbeveel nie.

•	 As u lae vlakke kalium in u bloed het en/of as u ’n sekere abnormale 
hartklop patroon het (bekende verlenging van die QTc-interval op die 
EKG) wat in sommige vorme van hartsiektes kan voorkom, moet u u 
dokter om advies vra.

•	 Indien u ouer as 65 jaar is, moet u u dokter of apteker om advies vra.
Ander medisyne en RUPANASE JUNIOR 
Sê altyd vir u gesondheidspraktisyn as u enige ander medisyne gebruik. (Dit 
sluit aanvullende en tradisionele medisyne in.)
As u RUPANASE JUNIOR drink, moet u nie medisyne gebruik wat 
ketokonasool (antifungusmiddel) of eritromisien (antibiotikum) bevat nie.
RUPANASE JUNIOR moet versigtig gebruik word as u statiene vir hoë 
cholesterolvlakke gebruik, of enige medisyne wat die sentrale senuweestelsel 
onderdruk.
RUPANASE JUNIOR saam met voedsel en vloeistof 
Dit kan met of sonder kos en vloeistof gedrink word.
Vermy die inname van pomelosap saam met RUPANASE JUNIOR.
Dit is nie raadsaam om alkohol saam met RUPANASE JUNIOR te drink nie.
Swangerskap, borsvoeding en vrugbaarheid
Die gebruik van RUPANASE JUNIOR tydens swangerskap is teenaangedui.
Omdat rupatadien in die melk van diere uitgeskei word en vanweë moontlike 
skadelike effekte aan neonate moet die gebruik van RUPANASE JUNIOR 
tydens borsvoeding vermy word.
As u swanger is of borsvoed, dink dat u dalk swanger kan wees of beplan 
om ’n baba te hê, moet u u dokter of apteker asseblief om advies raadpleeg 
voordat u hierdie medisyne drink.
Motorbestuur en gebruik van masjinerie
Dit word nie verwag dat die aanbevole dosis RUPANASE JUNIOR u vermoë om 
’n voertuig te bestuur of masjinerie te gebruik sal beïnvloed nie.
Dit is nie altyd moontlik om te voorspel tot watter mate RUPANASE JUNIOR 
met die daaglikse aktiwiteite van ’n pasiënt kan inmeng nie. Pasiënte moet 
sorg dat hulle, totdat hulle weet hoe RUPANASE JUNIOR hulle beïnvloed, nie 
aan bogenoemde aktiwiteite deelneem nie.
RUPANASE JUNIOR bevat sukrose en metielparahidroksibensoaat
Sukrose, ’n suiker, kan skadelik vir die tande wees. As u seldsame oorerflike 
probleme van onverdraagsaamheid van fruktose, glukose/galaktose-
wanabsorpsie of sukrase-isomaltase ontoereikendheid het, moet u nie hierdie 
medisyne drink nie.
RUPANASE JUNIOR bevat sukrose wat ‘n uitwerking op die beheer van u 
bloedsuiker kan hê as u diabetes mellitus het.
Hierdie medisyne bevat metielparahidroksibensoaat wat allergiese reaksies 
kan veroorsaak (moontlik vertraag).
3. HOE om RUPANASE JUNIOR te drink
Moenie medisyne wat vir u voorgeskryf is vir enige ander persoon gee nie.
Gebruik RUPANASE JUNIOR altyd presies soos wat in hierdie pamflet beskryf 
word of soos wat u dokter of apteker vir u aanbeveel het. Raadpleeg u dokter 
of apteker as u nie seker is nie. 
Die gewone dosis is:
Kinders van 2 tot 11 jaar:
•	 Kinders met ‘n gewig van meer as 25 kg:
	 Gee 5 mℓ een keer per dag, met of sonder kos.
•	 Kinders wat gelyk is aan of meer as 10 kg tot minder as 25 kg:
	 Gee 2,5 mℓ een keer per dag, met of sonder kos.
Nie aanbeveel vir kinders jonger as 2 jaar nie.
RUPANASE JUNIOR moet met omsigtigheid by bejaardes gebruik word.
In volwassenes en adolessente (ouer as 12 jaar) is die toediening van tablette 
met 10 mg rupatadien meer toepaslik.
U dokter sal vir u sê hoe lank u behandeling met RUPANASE JUNIOR sal duur.
Praat met u dokter of apteker as u die indruk het dat die effek van RUPANASE 
JUNIOR te sterk of te swak is.
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